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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this tide, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

2. Claims 1, 2, 7, 8, 19, 21, 34 - 38, 39, 48, 50, 53 and 54 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over U.S. Patent No. 4,793,326 to Shishido in view of U.S. Patent No. 5,337,734 
to Saab. 

In regards to claims 1, 2, 7, 8, 19, 21, 34 - 38, 39, 48, Shishido discloses a sheath assembly 
adapted for use with an endoscopic insertion tube including a sheath (Col. 6, lines 1-6) having a 
body portion adapted to partially encapsulate the working end of the insertion tube and having a 
distal end adapted to be proximate the working end when the sheath assembly is positioned on the 
insertion tube (Col. 6, lines 6 - 12); and a collection member attached to the sheath and including a 
collection member proximate the distal end portion (Col. 6, line 61 - Col. 7, line 9). The sampling 
device comprises a brush member (Col. 6, lines 31 - 40) and is attached to the body portion of the 
sheath. The brush member has a contoured shape and would partially conform to the curvature of 
the insertion tube because of the resilient nature of the bristles. The sheath has a channel extending 
longitudinally along part of the body portion and having an opening adapted to be proximate the 
distal end of the insertion tube when the sheath assembly is positioned on the insertion tube (Figure 
6). The sheath is adapted to tightly surround a distal portion of the insertion tube. Shishido 
discloses a sheath assembly (Col. 6, lines 1-6) for use with an endoscope having an outer peripheral 
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surface and a sampling device attached to the outer surface (Figure 6), but fails to disclose the sheath 
having an enclosed distal end to completely encapsulate the insertion tube. Saab teaches a sheath 
assembly for use with an endoscope having an enclosed distal end. It would have been obvious to 
one having ordinary skill in the art to modify the sheath as disclosed by Shishido to include an 
enclosed distal end as taught by Saab in order to eliminate problems of cleaning and sterilizing the 
endoscope between uses (Col. 1, lines 18-26). 

In regards to claims 50, 53 and 54, Shishido discloses a method for obtaining a sample from 
a target within a body, the body being a tube or the like, including providing an endoscopic assemble 
including a sheath having a sampling device attached thereto (Col. 6, lines 1 - 6), the sampling 
device having a collection member proximate the distal end of the assembly; inserting the collection 
member into the body; engaging the collection member with the target; and removing the collection 
for the body (Col. 6, line 61 - Col. 7, line 9). The assemble comprises an insertion tube and at least 
part of the insertion tube is encapsulated by a sheath having the sampling device attached thereto 
(Figure 6). Shishido discloses the collection member being a brush (Figure 7). However, Shishido 
fails to disclose the sheath having an enclosed distal end to completely encapsulate the insertion 
tube. Saab teaches a sheath assembly for use with an endoscope having an enclosed distal end. It 
would have been obvious to one having ordinary skill in the art to modify the sheath as disclosed by 
Shishido to include an enclosed distal end as taught by Saab in order to eliminate problems of 
cleaning and sterilizing the endoscope between uses (Col. 1, lines 18 - 26). 

3. Claims 1, 2, 7, 8, 19, 21, 34 - 38, 39, 48, 50, 53 and 54 are rejected under 35 U.S.C 103(a) as 
being unpatentable over U.S. Patent No. 5,301,061 to Nakada et al. in view of U.S. Patent No. 
5,337,734 to Saab. 
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In regards to claims 1, 2, 7, 8, 19, 21, 34, 35, 38, 39, and 48, Nakada et al. discloses a sheath 
(Figure 14) assembly adapted for use with an endoscopic insertion tube including a sheath (9) having 
a body portion adapted to partially encapsulate the working end of the insertion tube (2) and having 
a distal end adapted to be proximate the working end when the sheath assembly is positioned on the 
insertion tube; and a collection member (41) attached to the sheath and including a collection 
member proximate the distal end portion. The sampling device comprises a brush member and is 
attached to the body portion of the sheath (Col. 7, lines 5-12). The brush member has a 
contoured shape and would partially conform to the curvature of the insertion tube because of the 
resilient nature of the bristles. The sheath has a channel extending longitudinally along part of the 
body portion and having an opening adapted to be proximate the distal end of the insertion tube 
when the sheath assembly is positioned on the insertion tube (Col. 7, lines 13 - 16). The sheath is 
adapted to tightly surround a distal portion of the insertion tube. However, Nakada et al fails to 
disclose the sheath having an enclosed distal end to completely encapsulate the insertion tube. Saab 
teaches a sheath assembly for use with an endoscope having an enclosed distal end. It would have 
been obvious to one having ordinary skill in the art to modify the sheath as disclosed by Nakada et 
al. to include an enclosed distal end as taught by Saab in order to eliminate problems of cleaning and 
sterilizing the endoscope between uses (Col. 1, lines 18-26). 

In regards to claims 50, 53 and 54, Nakada et al. discloses a method for obtaining a sample 
from a target within a body, the body being turbine, boiler, engine or the like, including providing an 
endoscopic assemble including a sheath (9) having a sampling device (41) attached thereto, the 
sampling device having a collection member proximate the distal end of the assembly; inserting the 
collection member into the body; engaging the collection member with the target; and "removing the 
collection for the body (Col. 7, lines 5-12). The assemble comprises an insertion tube and at least 
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part of the insertion tube is encapsulated by a sheath having the sampling device attached thereto 
(Col. 7, lines 13-16). Nakada et al. discloses the collection member being a brush. However, 
Nakada et al. fails to disclose the sheath having an enclosed distal end to completely encapsulate the 
insertion tube. Saab teaches a sheath assembly for use with an endoscope having an enclosed distal 
end. It would have been obvious to one having ordinary skill in the art to modify the sheath as 
disclosed by Nakada et al. to include an enclosed distal end as taught by Saab in order to eliminate 
problems of cleaning and sterilizing the endoscope between uses (Col. 1, lines 18 - 26). 
4. Claims 1, 2, 19 - 21, 34, 35 and 48 - 50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 6,699,178 to Koda in view of U.S. Patent No. 5,337,734 to Saab. 

In regards to claims 1, 2, 19 - 21, 34, 35, 48 and 49, Koda discloses a sheath assembly 
(Figure 5) adapted for use with an endoscopic insertion tube including a sheath having a body 
portion (50) adapted to partially encapsulate the working end of the insertion tube and having a 
distal end adapted to be proximate the working end when the sheath assembly is positioned on the 
insertion tube (Col. 4, lines 25-27); and a collection member (55) attached to the sheath and 
including a collection member proximate the distal end portion (Col. 4, line 45). The sheath has a 
channel (52) extending longitudinally along part of the body portion and having an opening adapted 
to be proximate the distal end of the insertion tube when the sheath assembly is positioned on the 
insertion tube. The sheath is adapted to tightly surround a distal portion of the insertion tube. 
Koda discloses an elastomeric body portion (Col. 4, line 32). However, Koda fails to disclose the 
sheath having an enclosed distal end to completely encapsulate the insertion tube. Saab teaches a 
sheath assembly for use with an endoscope having an enclosed distal end. It would have been 
obvious to one having ordinary skill in the art to modify the sheath as disclosed by Koda to include 
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an enclosed distal end as taught by Saab in order to eliminate problems of cleaning and sterilizing 
the endoscope between uses (Col. 1, lines 18-26). 

In regards to claims 50, FCoda discloses a method for obtaining a sample from a target 
within a body including providing an endoscopic assemble including a sheath (50) having a sampling 
device (55) attached thereto, the sampling device having a collection member proximate the distal 
end of the assembly; inserting the collection member into the body; engaging the collection member 
with the target; and removing the collection for the body. The assembly comprises an insertion tube 
and at least part of the insertion tube is encapsulated by a sheath having the sampling device 
attached thereto (Col. 4, lines 32 - 45). However, Koda fails to disclose the sheath having an 
enclosed distal end to completely encapsulate the insertion tube. Saab teaches a sheath assembly for 
use with an endoscope having an enclosed distal end. It would have been obvious to one having 
ordinary skill in the art to modify the sheath as disclosed by Koda to include an enclosed distal end 
as taught by Saab in order to eliminate problems of cleaning and sterilizing the endoscope between 
uses (Col. 1, lines 18 - 26). 

5. Claims 10, 12, 13, 16 - 18, 41 - 43, 46 and 47 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 4,793,326 to Shishido in view of U.S. Patent No. 5,337,734 to 
Saab as applied to claims 1 and 34 above, and further in view of U.S. Patent No. 6,551,278 to Geitz 
and U.S. Patent No. 5,899,850 to Ouchi. 

In regards to claims 10, 12, 13, 16 - 18, 41 - 43, 46 and 47, Shishido in view of Saab 
discloses an endoscopic system having a collection member comprising a brush (Col. 6, liens 31 - 
40), but fails to disclose a cover member being attached to the sheath and being movable between a 
first positioning at partially covering the collection member and a second position at least partially 
exposing the collection member. Shishido in view of Saab fails to disclose the cover member 
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including an actuator extending along at least a part of the body portion, the actuator being 
moveably coupled in a first and second direction to the body portion for actuating the cover 
member. Geitz teaches an endoscopic system having a cover member (8) attached to the system 
and being movable between a first positioning at partially covering the distal tip and a second 
position at least partially exposing the distal tip. The cover member including an actuator (10) 
extending along at least a part of the body portion, the actuator being moveably coupled in a first 
and second direction to the body portion for actuating the cover member (Col. 6, lines 44 - 51). 
Ouchi discloses an endoscopic system having a collection member comprising a brush (2). Ouchi 
discloses a cover member that surrounds the brush while it is not in use to protect the brush and any 
collected material (Col. 2, lines 4 - 10). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the system as disclosed by Shishido in view of 
Saab to include a moveable cover member as taught by Geitz in order to protect the brush and any 
collected material as taught by Ouchi (Col. 2, lines 4-10). 

6. Claims 22, 23, 25, 28, 32 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over U.S. Patent No. 4,793,326 to Shishido in view of U.S. Patent No. 5,337,734 to Saab and further 
in view of U.S. Patent No. 6,551,278 to Geitz and further in view of U.S. Patent No. 5,899,850 to 
Ouchi. 

In regards to claims 22, 23, 25, 28, 32 and 33, Shishido discloses a sheath assembly adapted 
for use with an endoscopic insertion tube including a sheath (Col. 6, lines 1-6) having a body 
portion adapted to partially encapsulate the working end of the insertion tube and having a distal 
end adapted to be proximate the working end when the sheath assembly is positioned on the • 
insertion tube (Col. 6, lines 6 - 12); and a collection member attached to the sheath and including a 
collection member proximate the distal end portion (Col. 6, line 61 - Col. 7, line 9). The sampling 
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device comprises a brush member (Col. 6, lines 31 - 40) and is attached to the body portion of the 
sheath. However, Shishido fails to disclose the sheath having an enclosed distal end to completely 
encapsulate the insertion tube. Saab teaches a sheath assembly for use with an endoscope having an 
enclosed distal end. It would have been obvious to one having ordinary skill in the art to modify the 
sheath as disclosed by Shishido to include an enclosed distal end as taught by Saab in order to 
eliminate problems of cleaning and sterilizing the endoscope between uses (Col. 1, lines 18 - 26). 
Additionally, Shishido fails to disclose a cover member being attached to the sheath and being 
movable between a first positioning at partially covering the collection member and a second 
position at least partially exposing the collection member. Shishido fails to disclose the cover 
member including an actuator extending along at least a part of the body portion, the actuator being 
moveably coupled in a first and second direction to the body portion for actuating the cover 
member. Geitz teaches an endoscopic system having a cover member (8) attached to the system 
and being movable between a first positioning at partially covering the distal tip and a second 
position at least partially exposing the distal tip. The cover member including an actuator (10) 
extending along at least a part of the body portion, the actuator being moveably coupled in a first 
and second direction to the body portion for actuating the cover member (Col. 6, lines 44 - 51). 
Ouchi discloses an endoscopic system having a collection member comprising a brush (2). Ouchi 
discloses a cover member that surrounds the brush while it is not in use to protect the brush and any 
collected material (Col. 2, lines 4 - 10). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the system as disclosed by Shishido in view of 
Saab to include a moveable cover member as taught by Geitz in order to protect the brush and any 
collected material as taught by Ouchi (Col. 2, lines 4-10). 
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7. Claims 12 - 15, 41 and 43 - 45 are rejected under 35 U.S.C 103(a) as being unpatentable 
over U.S. Patent No. 4,793,326 to Shishido in view of U.S. Patent No. 5,337,734 to Saab as applied 
to claims 1 and 34 above, and in view of U.S. Patent No. 5,603,699 to Shine. 

In regards to claims 12 - 15, 41 and 43 - 45, Shishido in view of Saab discloses a sharp 
collection member (Col. 6, line 61 - Col. 7, line 5) but fails to disclose a cover member attached to 
the device proximate the collection member to at least partially cover the collection member. 
Shishido in view of Saab fails to disclose the cover member being movable between a first position 
partially covering the collection member, and a second position at least partially exposing the 
collection member. Shishido in view of Saab fails to disclose the cover member being hingeably 
attached to the device and biased into the first position. Shine discloses a hinged cover member for 
sharp collection members being positioned proximate the sharp member and movable between a 
first and second position covering and exposing the member respectively (Col. 2, line 65 - Col. 3, 
line 6). Shine discloses the cover member being biased into the first position (Col. 6, lines 5-11). 
It would have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the device as disclosed by Shishido in view of Saab to include a cover member as 
taught by Shine in order to protect the user from accidental puncture (Col. 1, lines 5 - 10). 

8. Claims 22, 25, 30 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 4,793,326 to Shishido in view of f U.S. Patent No. 5,337,734 to Saab and further in view 
of U.S. Patent No. 5,603,699 to Shine. 

In regards to claims 22, 25, 30 and 31, Shishido discloses a sheath assembly adapted for use 
with an endoscopic insertion tube including a sheath (Col. 6, lines 1-6) having a body portion 
adapted to partially encapsulate the working end of the insertion tube and having a distal end 
adapted to be proximate the working end when the sheath assembly is positioned on the insertion 
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tube (Col. 6, lines 6-12); and a collection member attached to the sheath and including a sharp 
collection member proximate the distal end portion (Col. 6, line 61 - Col. 7, line 9). However, 
Shishido fails to disclose the sheath having an enclosed distal end to completely encapsulate the 
insertion tube. Saab teaches a sheath assembly for use with an endoscope having an enclosed distal 
end. It would have been obvious to one having ordinary skill in the art to modify the sheath as 
disclosed by Shishido to include an enclosed distal end as taught by Saab in order to eliminate 
problems of cleaning and sterilizing the endoscope between uses (Col. 1, lines 18-26). 
Additionally, Shishido fails to disclose a cover member attached to the device proximate the 
collection member to at least partially cover the collection member. Shishido fails to disclose the 
cover member being movable between a first position partially covering the collection member, and 
a second position at least partially exposing the collection member. Shishido fails to disclose the 
cover member being hingeably attached to the device and biased into the first position. Shine 
discloses a hinged cover member for sharp collection members being positioned proximate the 
sharp member and movable between a first and second position covering and exposing the member 
respectively (Col. 2, line 65 - Col. 3, line 6). Shine discloses the cover member being biased into the 
first position (Col. 6, lines 5-11). It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to modify the device as disclosed by Shishido in view of Saab 
to include a cover member as taught by Shine in order to protect the user from accidental puncture 
(Col. 1, lines 5-10). 

Response to Arguments 

9. Applicant's arguments with respect to the claims have been considered but are moot in view 
of the new ground(s) of rejection. 
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Conclusion 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jonathan ML Foreman whose telephone number is (571)272-4724. The 
examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Max Hindenburg can be reached on (571)272-4726. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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